Arizona Administrative Register

Notices of Proposed Rulemaking

NOTICES OF PROPOSED RULEMAKING

Unless exempted by A.R.S. § 41-1005, each agency shall begin the rulemaking process by first submitting to the Sec-
retary of State’s Office a Notice of Rulemaking Docket Opening followed by a Notice of Proposed Rulemaking that
contains the preamble and the full text of the rules. The Secretary of State's Office publishes each Notice in the next
available issue of the Register according to the schedule of deadlines for Register publication. Under the Administra-
tive Procedure Act (A.R.S. § 41-1001 et seq.), an agency must allow at least 30 days to elapse after the publication of
the Notice of Proposed Rulemaking in the Register before beginning any proceedings for making, amending, or
repealing any rule. (A.R.S. §§ 41-1013 and 41-1022)
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NOTICE OF PROPOSED RULEMAKING

TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 11. STATE BOARD OF DENTAL EXAMINERS

PREAMBLE
Sections Affected Rulemaking Action

R4-11-101 Amend
R4-11-1301 Amend
R4-11-1302 Amend
R4-11-1303 Renumber
R4-11-1303 New Section
R4-11-1304 Renumber
R4-11-1304 Amend
R4-11-1305 Renumber
R4-11-1305 Amend
R4-11-1306 Renumber
R4-11-1306 Amend

The gpecific authority for the rulemaking, including both the authorizing statute (general) and the statutes the

rules areimplementing (specific):
Authorizing statute: A.R.S. 8 32-1207(A)(1) and (15)

Implementing statute: A.R.S. § 32-1207(B)(3)(b) and (D)

A list of all previous notices appearing in the Register addressing the proposed rule:
Notice of Rulemaking Docket Opening: 8 A.A.R. 1111, March 15, 2002

The name and address of agency personnel with whom per sons may communicate regarding therule:
Name: Julie N. Chapko, Executive Director

Address: Arizona State Board of Dental Examiners
5060 N. 19th Avenue, Suite 406
Phoenix, AZ 85015

Telephone: (602) 242-1492
Fax: (602) 242-1445
E-mail: jnchapko@azbodex.com

An explanation of therule, including the agency’sreasonsfor initiating therule:

The proposed rule establishes the requirements for a new oral conscious sedation permit. The Board feels that a new
level of practice is necessary because of national data indicating an increase in deaths due to excessive oral sedation,
including the recent deaths of six children in California. The states of Arkansas, California, North Carolina, Ohio,
Oklahoma, and Oregon have made rules for oral conscious sedation. The data indicate a need for increased practitio-
ner education and monitoring. The proposed rule amends the definition of “oral or rectal conscious sedation” and
adds three new definitions to R4-11-101. Sections R4-11-1303, R4-11-1304, and R4-11-1305 are renumbered and
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amended to R4-11-1304, R4-11-1305, and R4-11-1306. A new Section, Oral Conscious Sedation, is placed at R4-11-
1303. The new Section establishes minimum requirements for practitioner education, training, safety, and monitoring
necessary to protect the public health. Citations in Sections R4-11-1301 and R4-11-1302 are amended because of the
renumbering of R4-11-1303, R4-11-1304, and R4-11-1305. Sections R4-11-1301, R4-11-1302, R4-11-1303, R4-11-
1304, and R4-11-1305 are amended with changes in style, format, and grammar to comply with current requirements
of the Administrative Procedure Act and the Governor’s Regulatory Review Council’srules.

The Board believes that approval of these rules will benefit the public health and safety by increasing the education,
training, and monitoring of dental practitioners who perform oral conscious sedation.

6. A reference to any study relevant to the rule that the agency reviewed and either proposes to rely on in its
evaluation of or justification for the rule or proposes not torely on in its evaluation of or justification for the rule,
where the public may obtain or review each study, all data underlying each study, and any analysis of each study
and other supporting material:

Not applicable

7. A showing of good cause why the rule is necessary to promote a statewide interest if the rule will diminish a

previous grant of authority of a political subdivision of this state:
Not applicable
8. Thepreliminary summary of the economic, small business, and consumer impact:

The rules’ impact on established Board of Dental Examiner’s procedures and office-related costs is minimal. The
Board's office-related costs will increase slightly to support the new permit established by the rule. The number of
licensees who may apply for the new permit is estimated at 44. The estimated increase in Board revenueif all 44 den-
tists obtain a permit would be $6200 per year.

The rule will only affect dentists who do not already have a 1301 permit for general anesthesia and semi-conscious
sedation or a 1302 permit for conscious sedation. The initial cost of obtaining a 1303 permit for oral conscious seda
tion is estimated at about $3000 with an ongoing annual cost of about $300 to $500.

The Board, dentists, and the public benefit from a rule that is clear, concise, understandable. The rule benefits the
public health and safety by increasing the education, training, and monitoring of dental practitioners who perform
oral conscious sedation.

9. The name and address of agency personnel with whom persons may communicate regarding the accuracy of the
economic, small business, and consumer impact statement:
Name: Julie N. Chapko, Executive Director

Address: Arizona State Board of Dental Examiners
5060 N. 19th Avenue, Suite 406
Phoenix, AZ 85015

Telephone: (602) 242-1492
Fax: (602) 242-1445
E-mail: jnchapko@azbodex.com

10. The time, place, and nature of the proceedings for the adoption, amendment, or repeal of the rule or, if no
proceeding is scheduled, where, when, and how persons may request an oral proceeding on the proposed rule:
Comments may be written or presented orally. Written comments must be received by 5:00 p.m., Monday, October
21, 2002. An oral proceeding is scheduled for:

Date: October 21, 2002
Time: 10:00 am.
L ocation: 5060 N. 19th Avenue, Suite 406

Phoenix, AZ 85015
A person may request information about the oral proceeding by contacting the person listed above.

11. Any other mattersprescribed by statute that are applicable to the specific agency or to any specific rule or class of
rules.

Not applicable
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12. Incorporations by reference and their location in therules:

None

13. Thefull text of therulesfollows:

Section

TITLE 4. PROFESSIONS AND OCCUPATIONS

CHAPTER 11. STATE BOARD OF DENTAL EXAMINERS
ARTICLE 1. DEFINITIONS

R4-11-101. Definitions

Section

ARTICLE 13. GENERAL ANESTHESIA AND SEDATION

R4-11-1301. General Anesthesia and Semi-conscious Sedation
R4-11-1302. Conscious Sedation
R4-11-1303. Oral Conscious Sedation

R4-23-1303: R4-11-1304. Reports of Adverse Occurrences
R4-11-1304. R4-11-1305. Education
R4-11-1305: R4-11-1306. Renewal of Permit

ARTICLE 1. DEFINITIONS

R4-11-101. Definitions
The following definitions, and definitionsin A.R.S. § 32-1201, apply to this Chapter:

+
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“Analgesia’ means a state of decreased sensibility to pain produced by using nitrous oxide (N20) and oxygen (O2)
with or without local anesthesia.

“Anxiolysis’” means the reduction or elimination of anxiety.

“Application” means, for purposes of Article 3 only, forms designated as applications and all documents and addi-
tional information the Board requires to be submitted with an application.

“Calculus’ means a hard mineralized deposit attached to the teeth.

“Certificate holder” means a denturist who practices denture technology pursuant to A.R.S. Title 32, Chapter 11,
Article 5.

“Clinical evaluation” means a dental examination of the patient named in a complaint regarding the dental condition
asit exists at the time the examination is performed.

“Closed subgingival curettage” means the removal of the inner surface of the soft tissue wall of a periodontal pocket
in asituation where aflap of tissue has not been intentionally or surgically opened.

“Combination inhalation and enteral conscious sedation” is conscious sedation induced by the administration of
nitrous oxide and oxygen in combl nation with one or more enteral drugs or non- druq substances.

“Conscious sedation”

isa m|n|mallv deDr&ssed level of consuousn&ssanel that allows

metheds—wl%eh—%ﬁs—m—nm—m—mal—deﬁmen—ef—the

the patient to retain the ability to independently and continuously maintain an airway and respond appropriately to
physical stimulation or verbal command and isinduced by a drug or non-drug method or a combination of both meth-
ods.

“Controlled substance” has the meaning prescribed in A.R.S. 8 36-2501(A)(3).

“Credit hour” means one clock hour of participation in arecognized continuing dental education program.

“Deep sedation” has the same meaning as “ semi-conscious sedation”.

“Dental laboratory technician” or “dental technician” has the meaning prescribed in A.R.S. § 32-1201(6).
“Designee” means a person to whom the Board has del egated authority to act on the Board's behalf regarding a par-
ticular task specified by this Chapter.

“Direct supervision” means, for purposes of Article 7 only, that alicensed dentist is present in the office and available
to provide immediate treatment or care to a patient and observe a dental assistant’s work.

“Direct supervision” means, for purposes of Article 13 only, that alicensed dentist is physically present in the opera-
tory and actually performing dental procedures.

“Dispense for profit” means selling a drug or device for any amount above the administrative overhead costs to
inventory.
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16. “Documentation of attendance” means a document whieh that contains the following information:

Name of sponsoring entity;

Course title and synopsis;

Number of credit hours;

Name of speaker;

Date, time, and location of the course; and

Signature of person authorized to verify registration.

‘Enteral" means an administration technique in which a drug or non-drug substance is absorbed through the oral, rec-
tal, sublingual, or nasal mucosa.

“Epithelial attachment” means the layer of cells that extends apically from the depth of the gingival (gum) sulcus
(crevice) along the tooth, forming an organic attachment.

“Ex-parte communication” means ary a written or oral communication between the a decision maker, fact finder, or
any Board member and one party to the proceeding, in the absence of other parties.

“Fully retired” means a dentist, dental hygienist, or denturist is at least 65 years old and has totally withdrawn from
the active practice of dentlstry, dental hyglene or dentunsm

“ General anesthesia’

TPRPTP

B & & %

plete Ioss of Drotectlve reflexes |ncI udl ng the inability to continually maintain an airway and to respond appropri-

ately to physical stimulation or verbal command, that is induced by a drug or non-drug method or a combination of
both methods.

“General supervision” means, for purposes of Article 7 only, the a licensed dentist is available for consultation,
whether or not the dentist is in the office, regarding procedures or treatment whieh that the dentist has-autherized
authorizes and for which the dentist remains responsible.

“Homebound patient” means a person who is unable to receive dental care in the a dental office as aresult of a medi-
cally diagnosed disabling physical or mental condition.

“Informal interview” means the a proceeding conducted under A.R.S. § 32-1263.02, during which a Board member,
acting as an informal interviewing officer, and other investigators, hear testimony from the complainant, licensee; or
certificate holder, and any witnesses, and receive and review evidence relating to the complaint to form findings of
fact, conclusions of law, and arecommended disposition for presentation to the full Board.

“Intravenous or intramuscular sedation” means is the parenteral use of any a drug-element; or material non-drug sub-
stance to preduee induce general anesthesia, semi-conscious sedation, or conscious sedation.

“Investigative interview” means a proceeding conducted under A.R.S. § 32-1263.02, during which an investigator or
investigative panel hears testimony from the complainant, licensee; or certificate holder, and any witnesses, and
receives and reviews evidence relating to the complaint to form findings of fact, conclusions of law, and a recom-
mended disposition for presentation to the full Board.

“Irreversible procedure” means a single treatment, or a step in a series of treatments, whieh that causes change in the
affected hard or soft tissues and is permanent or requires reconstructive or corrective procedures.

“Jurisdiction” means the Board's power to investigate and rule on complaints whieh that allege grounds for disciplin-
ary action under A.R.S. Title 32, Chapter 11 or therdlesin this Chapter.

“Lay person” means aperson who is not a dentist, dental hygienist, dental assistant, denturist, or dental technician.
“Licensee” means a dentist, dental hygienist, or person who holds a restricted permit pursuant to A.R.S. § 32-1237.
“Local anesthesia’ means is the elimination of sensations, such as pain, in one part of the body by the injection of an
anesthetic drug.

“Nitrous oxide analgesia’ means the-use-of nitrous oxide N26/02 (N20/02) used as an inhalation analgesic.
“Nonsurgical periodontal treatment” means plague removal, plaque control, supragingival and subgingival scaling,
root planing, and the adjunctive use of chemical agents.

“Nurse anesthetist” means alicensed nurse with special training in all phases of anesthesia.

“OQutpatient” means an individual who receives treatment in a dental office or clinic.

“Oral er+eetal conscious sedation” means-the-oral-errectal-use-of-any is conscious sedation induced by an enterally
or combination inhalation and enterally administered drug-etement; or materia-o-produce-consciods-sedation non-
drug substance on an outpatient basis.

“Periodontal examination and assessment” means to collect and correlate clinical signs and patient symptoms that
point to either the presence of or the potential for periodontal disease.

“Periodontal pocket” means a pathol ogic fissure bordered on one side by the tooth and on the opposite side by crevic-
ular epithelium and limited in its depth by the epithelial attachment.

“Permanently disabled” means a dentist, dental hygienist, or denturist has totally withdrawn from the active practice
of dentistry, dental hygiene, or denturism due to a physician’s order because of amedical reason.

“Plague” means afilm-like sticky substance composed of mucoidal secretions containing bacteria and toxic products,
dead tissue cells, and debris.
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39. “Prescription-only device” means:
& Any devicethat is limited restricted by the federal act, as defined in A.R.S. § 32-1901(31), restrieted to use only
under the supervision of a medical practitioner; or
b: Any device requued by thefederal act, asdeflned inA.RS. § 32-1901431}, to bear on itslabel the legend—Cau-
o - “Rx Only.”

40, ¢ Prescn pt|on only drug means:

& A drug whieh that, because of itstoxicity or other potential for harmful effect, the method of its use, or the collat-
eral measures necessary to its use, is not generally recognized armeng by experts, who are qualified by scientific
training and experience to eval uate its the drug's safety and efficacy, as safe for use, except by or under the super-
vision of amedical practitioner;

b:  Any A drug that islimited by an approved new drug application under the federal act or A.R.S. § 32-1962 to use
under the supervision of amedical practitioner;

e Every A potentialy harmful drug, the labeling of which does not bear-er contain full and adequate directions for
use by the consumer; or

e A-ny A drug, other than acontrolled substance requ|red by the federal act to bear contain on itslabel the legend

= “Rx Only.”

“Presi dent s desr gn " meansthe Board's executlve director, an investigator, or anether a Board member.

“Preventative and therapeutlc agents’ means substances used in relation to dental hygiene procedures that affect the

hard or soft oral tissuesto aid in preventing or treating oral disease.

“Prophylaxis’ means a scaling and polishing procedure performed on patients with healthy tissues to remove coronal

plaque, calculus, and stains.

“Recognized continuing dental education” means a program whose content directly relates to the art and science of

oral health and treatment, provided by a recognized dental school as defined in A.R.S. § 32-1201(15), recognized

dental hygiene school as defined in A.R.S. 8 32-1201(14), or recognized school of denture technology as defined in

A.R.S. § 32-1201(16), or sponsored by anational or state dental, dental hygiene, or denturist association, dental, den-

tal hygiene, or denturist study club, governmental agency, or commercial dental supplier.

“Representative” means, for purposes of Article 15 only, a person recognized by the Board as authorized to act on

behalf of acomplainant or a party in proceedings governed by this Chapter.

“Restricted permit holder” means a dentist who meets the requirements of A.R.S. § 32-1237 and isissued arestricted

permit by the Board.

“Root planing” means a definitive treatment procedure designed to remove cementum or surface dentin that is rough,

impregnated with calculus, or contaminated with toxins or microorganisms.

“Scaling” means use of instruments on the crown and root surfaces of the teeth to remove plague, calculus, and stains

from these surfaces.

“Section 1301 permit” means a permit to administer general anesthesia and semi-conscious sedation,—pursdant-to

under Article 13.

“Section 1302 permit” means a permit to administer conscious sedati on,-pursdant-te under Article 13.

“Section 1303 permit” means a permit to administer oral conscious sedation under Article 13.

“ Semi-conscious sedation” means use of pharmacologic or non-pharmacol ogic methods, or a combination of the two

methods, to induce a state of depressed consciousness accompanied by partial loss of protective reflexes, and the

inability to continually maintain an airway independently or respond appropriately to physical stimulation or verbal

command.

“Specialist” means, for purposes of Article 15 only, alicensee whose practiceis limited to one of the following eight

specialty categories recognized by the American Dental Association: endodontics, oral and maxillofacial surgery,

orthodontics and dentofacial orthopedics, pediatric dentistry, periodontics, prosthodontics, oral pathology, or dental

public health.

53: “Study Shdb club” means a group of at least five Arizona licensed dentists, dental hygienists, or denturists who pro-
vide written course materials or awritten outline for a continuing education presentation that meets the requirements
of Article 12.

54. “Treatment records’ means all documentation related directly or indirectly to the dental treatment of a patient.

ARTICLE 13. GENERAL ANESTHESIA AND SEDATION

F & BF

F 8 & & 8 & &

2

R4-11-1301. General Anesthesia and Semi-conscious Sedation

A. To-administer Before inducing general anesthesia by any means, or semi conscr ous sedation by mtravenous or mtramusr
cular means, on an outpatient basis, a dentist shall possess a peri a
sedation-(“Section-1301-permit™) Section 1301 permit issued by the Board A dentrst shaII renew a Sectlon 1301 permlt
shall-berenewed every three years by complying with R4-11-1305 R4-11-1306.
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B. To obtain or renew a Section 1301 permit, a dentist shall:
1 A-ppl—y—te—the—Beard—en—the—pr&een—bed Submlt acompleted apphcatlon on aform aval-l-abte#em pplled by the Board

office:

m+t—a&speemed+n that in addltlon to the reqw rements of subsectlons B)(2) and (_)(3) and R4—]r1—1%95 R411—
1306, includes:

a

Iheappheatier#epmshaH—FethegeneFat General information about the applicant such as:

heme Home and office addresses and tel ephone numbers;

i. lmitatiens Limitations of practice;

hespital Hospital affiliations;

dental Denial, curtailment, revocation, or suspension of hospital privileges; and

. denial Denial of membership in, er denial of renewal of membership in, or disciplinary action by any-dental
regulatery-bedy-er a dental organization-; and

Den|al of licensure by, denial of renewal of licensure by, or disciplinary action by a dental regulatory body;

Thea?pﬁeatien—fem—sha”—me#et—he—det%i—st—te—sign—an dentist’s dated and signed affidavit stating that the infor-
mation provided is true, and that the dentist has read and complied with the Board's statutes and rules—Fhe-den-

SI< [

S

tist-shaltreturnthe-completedformto-the Board-offiee;
2. Produeeevidenecethatthedentist On forms provided by the Board, provide a dated and signed affidavit, that afacility

es.

where the dentist will administer deneral aneﬂheﬁi a.0r semi-conscious sedation:

irg Contains the following

properly operati ng equi pment and suppllas
anesthesia Anesthesia or analgesia machine;,
emergeney Emergency drugs;,

. €electrocardiograph Electrocardiograph monitor;,

SERREFT

pulse Pulse oximeters,
cardiae Cardiac deﬂbnllatore‘
pesitive Positive pressure oxygert,
m sdetien; Suction equipment,
viii. faryngescope Laryngoscope and blades;,
m endetracheal Endotracheal tubes;,
X. Magill forceps;,
xi. eral Oral airways;,
Xii. stethescope; Stethoscope, and
Xiii. bleed Blood pressure monitoring device; and

Hasa—a&pewmd—team—ef—au*ﬂ-tar—y Maintai nsa staff of suDerV|sed personnel for-each-faciity-Hr-whiehthe-dentist
be capabl e of handI|ng procedures,

prebtems ompllcatlons and emergency |nC|dents All teanormembees Dersonnel involved in administering and
monitoring general anesthesia or semi-conscious sedation shall hold a current eertification certificate in basic

cardiopulmonary resuscitation (CPR) annuaty;

€.3. Helds Hold avalid license to practice dentistry in Arizena this state;

4. Maintains Maintain a current permit to prescribe and administer controlled substances in Arizena this state issued by
the United States Drug Enforcement Administration; and

Hold a current certlflcate from the Amerlcan Heart Assomanon or the Amerlcan

3:6. Meets Meet one or more of the following conditions:

a

b.

C.

Has-completed Complete afull credit load, as defined by the training program, during one calendar year of train-
ing, in anesthesiology or related academic subjects, beyond the undergraduate dental school level in a training
program described in R4-11-1304(A)} R4-11-1305(A), offered by a hospital accredited by the Joint Commission
of Accreditation of Hospitals Organization, or sponsored by a university accredited by the American Dental
Association Commission on Dental Accreditation;

{s Be a Diplomate of the American Board of Oral and Maxillofacial Surgeons; or is eligible for examination by
the American Board of Oral and Maxillofacia surgeons, er-is a Fellow of the American Association of Oral and
Maxillofacial surgeons, or is a Fellow of the American Dental Society of Anesthesiology or is eligible for exam-
ination by the American Dental Society of Anesthesiology; or

Empleys Employ or werks work with alicensed medieal alopathic or osteopathic physician who isamember of
the anesthesiology staff of an accredited hospital in A+izena this state and ensure that the anesthesiologist
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remains on the dental facility premises until any patient given general anesthetic or semi-conscious sedation
regains consciousness and is discharged.

C. After submitting the application and written evidence of compliance with requirements eutlined in subsection (B) to the
Board, the dentist shall schedule an onsite evaluation by the Board # during which the dentist shall administer general
anesthesia and semi-conscious sedation. After a dentist completes the application requirements and successfully com-
pletes the onsite evaluation, the Board shall issue the dentist a Section 1301 permit.

1. The onsite evaluation team shall be consist of two dentists who are Board members, or Board designees. The onsite

evaluation team shall look for the following:

a. Theavailability of equipment and personnel;-pursuant-te as specified in subsection (B)(2);

b. Proper administration of general anesthesia or parenteral semi-conscious sedation to a patient by the dentist
befere in the presence of the evaluation team; and

c. Successful responses by the dentist to oral examination questions from the evaluation team; about patient man-
agement, medical emergencies, and emergency medications;

d. Proper documentation of controlled substances, that includes a perpetua inventory log showing the receiving,

administering, dispensing, and destroying of controlled substances; and
Proper recordkeeping as specified in subsection (D) by reviewing the records generated for the patient specified
in subsection (C)(1)(b).
2. Theensite evaluation of a subsequent facility in which general anesthesia or semi- COﬂSCI ous sedanon isadministered
by a dentlst who possesses a Section 1301 permit
may be waived by the Board staff upon receipt in the Board office of an affidavit verifying compliance
with subsection (C)(1)(a).
D. A dentist shall keep an anesthesia record for each general anesthesia and semi-conscious sedation administered- that:
1. Fherecord-shall Shall include the following entries:

pre-and Pre-operative and post-operative el ectrocardiograph reports;

pre—pest Pre-operative, post-operative, and intra-operative pulse oximeter readings;

bleed Pre-operative and post-operative blood pressure and vital signs;

intra-eperative I ntra-operative blood pressures; and
aA list of al medications given, with dosage and time intervals:; and

2. 3Fhe+eeerdrmey May include the following entries:

route Route and site of administration;

type Type of catheter or portal with gauge;

Indicate nothing by mouth or time of last intake reted of food or water;

eonsent Consent form; and

time Time of discharge and status, including name of escort.

E. A dentlst who has-ebtained obtains a Section 1301 permit to-a 2! i '
may employ anurse anesthetist to administer general anesthesia and or semi-conscious sedatlon under the dentist’s di rect
supervision.

F. A dentist who has-ebtained obtains a Section 1301 permit is-also-adtherized-to-administer may also induce conscious
sedation without obtaining a Section 1302 permit.

R4-11-1302. Conscious Sedation
A. A dentist who possesses a Section 1301 permit is-alse-adtherized-to-administer may also induce conscious sedation. Fe
administer Before inducing conscious sedation by intravenous or intramuscular means on an outpatient basis, a dentist
who does not possess a Section 1301 permit shall possess a permit-to-administer-eonsciods-sedation{“Section-1302-per-
M} Section 1302 permit issued by the Board. Fhe A dentist shall renew a Section 1302 permit shal-bererewed every
three years by complying with R4-11-1305 R4-11-1306.
B. To obtain or renew a Section 1302 permit, the dentist shall:
1 A-ppl—y—te—the—Beard—en—the—pF&eeH-bed Submlt acompleted application on a form avaitablefrom supplied by the Board
[ ihg that, in addition to the requirements to-ebtain-and
Feneﬁ—aéeeﬂen—léez—pemql-t—as-speerﬁed-m of subsect|ons (B)(2) and (B)(3) and R4-11-1305: R4-11-1306, includes:
a IheapﬂmatmrﬁepmshaH—Feq{HegeneFa# General information about the applicant such as:

name Name;

heme Home and office addresses and tel ephone numbers;

i. Hmitatiens Limitations of practice;

hespital Hospital affiliations;

dental Denial, curtailment, revocation, or suspension of hospital privileges; and

denial Denial of membership in, er denial of renewal of membership in, or disciplinary action by any-dental
regulatery-bedy-er a dental organization.; and
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vii. Denial of licensure by, denial of renewal of licensure by, or disciplinary action by a dental regulatory body:
and
b. The applicationform-shalrequire the- dentist-to-sign-an dentist’s dated and signed affidavit stating that the infor-
mation provided is true, and that the dentist has read and complied with the Board's statutes and rules—Fhe-den-
tist-shalt-returnthe completedform-to the Board-office; and
2. Produceevidencethatthedentist On forms provided by the Board, provide a dated and signed affidavit, that afacility
Where the dentlst will adm| nister consuous sedation by mtravenous or mtramuscular route:

g Contains the follow-

mg properly operatl ng eqw pment and supplleﬁ
emergeney Emergency drugs;,
positive Positive pressure oxygern,

stethescope; Stethoscope,
sdetion: Suction equipment,

|S I< |E| :

nasepharyngeal Nasopharyngeal tubes;,

pulse Pulse oximeters,
vii. erepharyngeal Oropharyngeal tubes;, and
viii. bleed Blood pressure monitoring device; and

b. Maintainsa staff of superwsed personnel capable of handlmg procedures, comphcanons and emergency inci-
dents, s including at least one staff
member; Who

i. Holdsacurrent certificate in basic cardiopulmonary resuscitation (CPR);

ii. Is present during the conscious sedation procedureshal-be-certified-in-basic-cardiacHfe-suppoert (CPR)
anpdathy; and
iii. After the procedure, monitors the patient until discharge;
€.3. Helds Hold avalid license to practice dentistry in Arizena this state;
4. Maintains Maintain a current permit to prescribe and administer controlled substances in Arizena this state issued by
the United States Drug Enforcement Administration;
eb. Hes—passeel—a—eew—se—appmved—by Hold a current certlflcate from the American Heart Assomanon or the Amerlcan
Red Cross en in advanced cardiac life support (ACLS) w : ' '
and
£6. Hasparticipated Participate in 60 clock hours of Board-approved undergraduate, graduate, or postgraduate education
within the three years before submitting the permit application, which-treludes that coverstraining in basic conscious
sedation, including:
administration Administration of parenteral sedative medicationsto at least ten patients;

physieal Physical evaluation;;

management Management of medical emergencies;;

The importance of and techniques for maintaining proper documentation; and

menitering; Monitoring and the use of monitoring equipment.

C. After submlttl ng the application and written evidence of compliance with requirements outlined in subsection (B) to the
Board, the dentist shall schedule an onsite evaluation by the Board ix during which the dentist shall administer conscious
sedation. After a dentist completes the application requirements and successfully completes the onsite evauation, the
Board shall issue the dentist a Section 1302 permit.

1. The onsite evaluation team shall be consist of two dentists who are Board members, or Board designees. The onsite
evaluation team shall look for the following:
a. Theavailability of equipment and personnel pursdantte as specified in subsection (B)(2);
b. Proper administration of conscious sedation to a patient by the dentist befere in the presence of the evaluation
team; and
¢. Successful responses by the dentist to oral examination questions from the evaluation team; about patient man-
agement, medical emergencies, and emergency medications; and
d. Proper documentation of controlled substances, that includes a perpetua inventory log showing the receiving,
administering, dispensing, and destroying of controlled substances; and
e. Proper recordkeeping as specified in subsection (D) by reviewing the records generated for the patient specified
in subsection (C)(1)(b).
2. The onsite evaluation of asubsequent facility in which consu ous sedarnon is administered by adentlst who possesses
a Section 1302 permit sha may be
waived by the Board staff upon receipt in the Board offlce of an affldavlt verlfvlnq comDhance W|th subsecnon

QO Q@.
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D. A dentist shall keep an anesthesiarecord for each conscious sedation administered- that:

1. Fherecord-shal Shall include the following entries:
pre—pest Pre-operative, post-operative, and intra-operative pulse oximeter readings;
pre-and-posteperative Pre-operative and post-operative blood pressure and vital signs;

intra-eperative I ntra-operative blood pressures; and
A list of all medications given, with dosage and time intervals:; and

2. Fherecordmay May include the following entries:

pre- Pre-operative and post-operative electrocardiograph report;

roudte Route and site of administration;

type Type of catheter or portal with gauge;

I ndicate nothing by mouth or time of last intake reted of food or water;

eonsent Consent form; and

time Time of discharge and status, including name of escort.

E. A dent|st who has-ebtaired obtains a Section 1302 permit te-administerconseious-sedation; may employ a nurse anesthe-
tist to administer conscious sedation under the dentist’s direct supervision.

R-4-11-1303. Oral Conscious Sedation
A. Beforeinducing oral conscious sedation on an outpatient basis, a dentist shall possess a Section 1303 permit issued by the
Board, unless the dentist qualifies for a permit under subsection (C). A dentist shall renew a Section 1303 permit every
three years by complying with R4-11-1306.
1. A dentist who possesses a Section 1301 or Section 1302 permit may also induce oral conscious sedation without
obtaining a Section 1303 permit.
2. Theadministration of an anti-anxiety drug is not combination inhalation-enteral conscious sedation if:
a.  Only one dose of one anti-anxiety drug is administered;
b. Theintent of administering the anti-anxiety drug is anxiolysis only; and
c. Theadministered dose of anti-anxiety drug iswithin the current guidelines for anxiolysis dosage on the manufac-
turer’s package insert or other recognized drug reference.
B. To obtain or renew a Section 1303 permit, a dentist shall:
1. Submit a completed application on a form supplied by the Board office that, in addition to the requirements of sub-
secnons (B)(2) and (B)(3) and R4-11-1306, includes:
General information about the applicant such as:
Name;
Home and office addresses and telephone numbers;
Limitations of practice;

20

e e e o e

iv. Hospital affiliations;

v. Denial, curtailment, revocation, or suspension of hospital privileges:

vi. Denia of membership in, denial of renewal of membership in, or disciplinary action by a dental organiza-
tion; and

vii. Denial of licensure by, denial of renewal of licensure by, or disciplinary action by a dental regulatory body:;
and

b. Thedentist’s dated and signed affidavit stating that the information provided is true, and that the dentist has read
and complied with the Board's statutes and rules;
On forms provided by the Board, provide a dated and signed affidavit, that a facility where the dentist will administer
oral conscious sedation:
a Contaj ns the following properly operating equipment and supplies.
Emergency drugs,
Positive pressure oxygen,
Precordial stethoscope,

N

E Suction equipment,
V. Pulse oximeter
vi. Blood pressure monitoring device, and

vii. Auxiliary lighting; and

Maintains a staff of supervised personnel capable of handling procedures, complications, and emergency inci-
dents, including at |east one staff member who:

i. Holdsacurrent certificate in basic cardiopulmonary resuscitation (CPR):;

ii. Ispresent during the oral conscious sedation procedure; and
iii. After the procedure, monitors the patient until discharge;

3. Hold avalid license to practice dentistry in this state;
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4. Maintain a current permit to prescribe and administer controlled substances in this state issued by the United States
Drug Enforcement Administration;

5. Hold acurrent certificate in basic cardiopulmonary resuscitation (CPR); and

6. Meet one or both of the following:

a Complete a Board-approved post-doctoral residency program that includes documented training in oral con-
scious sedation; or

b. Participate in 30 clock hours of Board-approved undergraduate, graduate, or post-graduate education in oral con-
s<:| ous sedation within the five years before submitting the permit application, that include:

Training in basic oral conscious sedation,

Administration or observation of the oral conscious sedation of at least five patients,

Pharmacol ogy,

< REE

Physical evaluation,
Management of medical emergencies,
vi. Theimportance and techniques for maintaining proper documentation, and

vii. Monitoring and the use of monitoring equipment.
After submitting the application and written evidence of compliance with requirements in subsection (B) to the Board, the
dentist shall schedule an onsite evaluation by the Board. After a dentist completes the application reguirements and suc-
cessfully completes the onsite evaluation, the Board shall issue the dentist a Section 1303 permit.
1. Theonsite evaluation team shall consist of two dentists who are Board members, or Board designees. The onsite eval -
uation team shall look for the following:
a Theavailability of equipment and personnel as specified in subsection (B)(2):
b. Proper documentation of controlled substances, that includes a perpetual inventory log showing the receiving,
administering, dispensing, and destroying of controlled substances; and
c. Proper recordkeeping as specified in subsection (D) by reviewing the forms that document the anesthesia record.
The evaluation of a subsequent facility in which oral conscious sedation is administered by a dentist who possesses a
Section 1303 permit may be waived by the Board staff upon receipt in the Board office of an affidavit verifying com-
pliance with subsection (C)(1)(a).
A dentist who induces oral conscious sedation shall keep an anesthesia record for each oral conscious sedation procedure
that:
1.

N

Includes the following entries:

Pre-operative, post-operative, and intra-operative pulse oximeter oxygen saturation and pulse rate readings,

Pre-operative and post-respiratory rate;

Pre-operative and post-operative blood pressure;

Documented reasons for not taking vital signsif a patient’s behavior or emotional state prevents monitoring per-

sonnel from taking vital signs;

List of all medications given, including dosage and time intervals,

Patient’s weight;

Consent form;

Special notes, such as, nothing by mouth or last intake of food or water; and

Time of discharge and status, including name of escort; and

Mav include the following entries:

a  Pre-operative and post-operative electrocardiograph report; and

b. Intra-operative blood pressures.

To continue inducing oral conscious sedation after May 1, 2004, a dentist licensed in this state who has been inducing oral

conscious sedation for at least three years before May 1, 2003 may qualify and obtain a Section 1303 permit without

meeting the educational requirements of subsection (B)(6) by complying with the following:

Apply for a Section 1303 permit on or before May 1, 2004;

Comply with subsections (B(1) through (B)(5); and

Provide the Board with the following:

a  Twelve oral conscious sedation cases per year for the previous three years;

b. Documentation of twelve continuing education hoursin oral conscious sedation in the previous three years; and

c. Recordsfrom thelast ten consecutive oral conscious sedation cases with an affidavit attesting that the records are
the license€'s last ten consecutive cases.

210 oo
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R4-231303- R4-11-1304. Reports of Adverse Occurrences

If a death, or incident causing a patient temporary or permanent physical or mental injury or requiring medical intervention,
occurs in an outpatient facility as a direct result of the administration of general anesthesia, semi-conscious sedation, er con-
scious sedation, or oral conscious sedation, the permit holder and the treating dentist involved shall submit a complete report
of the incident to the Board within ten days after its the occurrence.
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R4-11-1364: R4-11-1305. Education
A. To obtain a Section 1301 permit by satisfying the education requirement of R4-11-1301(B)(6), adentist shall successfully
complete an advanced graduate or post-graduate education program {pestgraduate-er-graddate} in pain control.

1

3.

The program shall include instruction in the following subject areas:

a. Anatomy and physiology of the human body and its response to the various pharmacologic agents used in pain
control;
Physiological and psychological risks for the use of various modalities of pain control;

¢. Psychological and physiological need for various forms of pain control and the potential response to pain control
procedures;

d. Techniques of local anesthesia, sedation, and general anesthesia, and psychological management and behavior
modification, as they relate to pain control in dentistry; and

e. Handling emergencies and complications related to pain control procedures, including the maintenance of respi-
ration and circulation, immediate establishment of an airway, and cardiopulmonary resuscitation.

The program shall consist of didactic and clinical training. The didactic component of the program shall;

a beBethe samefor all dentists, whether genera practitioners; or specialists:; and

b. Fhedidacticcompenent-shal-inelude Include each subject arealisted in subsection (A)(1).
The dentist program shall eemplete provide at least one calendar year of training as prescribed in R4-11-

1301BY3)a) (B)(6)(A).

B. Tomaintain a Section 1301 or 1302 permit pursdant under to R4-11-1301 or R4-11-1302, a dentist shall:

1

N

participate Participate in 12 clock hours of continuing education every three years—Fhe-edueation-shal-be in one or
more of the following areas:

general General anesthesia;

eonseiaus Conscious sedation;

physieal Physical evaluation;

medieal Medical emergencies;

menitering Monitoring and use of monitoring equipment; or

pharmaeology Pharmacology of wtitized drugs and agents: non-drug substances used in general anesthesia or
consci ous sedation; and

ol e

: v Hold a current certificate from the American
Heart Asso<:|at|0n or Amerlcan Red Crossen in advanced Cardlac life support (ACL S)-at-ntervals-deseribedin-R4-

H-130H B2 e)and-R4-11-1302(BH2) ).

C. Tomaintain a Section 1303 permit issued under R4-11-1303, a dentist shall:

1

2.

Participate in six clock hours of continuing education every three years in one or more of the following areas:
a  Oral conscious sedation,

b. Physical evaluation,

c. Medical emergencies,

d. Monitoring and use of monitoring equipment, or

e

H

Pharmacology of oral conscious sedation drugs and non-drug substances, and
old a current certificate in basic cardiopulmonary resuscitation (CPR).

R4-11-14365: R4-11-1306. Renewal of Permit
A. Torenew a Section 1301, er 1302, or 1303 permit before Becember-31-of-every-third-year, adentist shall;

1

2.

3.

provide Provide written documentation of compliance with the applicable continuing education requirements-aspre-
seribed in R4-11-1304 R4-11-1305;

by-subrmitting-the Before December 31 of the year the permit expires, submit a completed application fermte on a
form supplied by the Board office as described in Artiele 13- R4-11-1301, R4-11-1302, or R4-11-1303; and

Not less than 90 days before the expiration of a dentist’s current permit, the-dentist-shalt arrange for a new onsite
evaluation as described in A+tiele43 R4-11-1301, R4-11-1302, or R4-11-1303.

B. After a dentist has successfully eempleted completes the evaluation and submitted submits the required affidavits, the
Board shall issue arenewal Section 1301, er 1302, or 1303 permit.
B-C.The Board may stagger due dates for renewal applications.
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	E-mail: jnchapko@azbodex.com
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	Date: October 21, 2002
	Time: 10:00 a.m.
	Location: 5060 N. 19th Avenue, Suite 406 Phoenix, AZ 85015

	A person may request information about the oral proceeding by contacting the person listed above.

	11. Any other matters prescribed by statute that are applicable to the specific agency or to any ...
	Not applicable
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	TITLE 4. PROFESSIONS AND OCCUPATIONS
	CHAPTER 11. STATE BOARD OF DENTAL EXAMINERS
	ARTICLE 1. DEFINITIONS
	ARTICLE 13. GENERAL ANESTHESIA AND SEDATION
	ARTICLE 1. DEFINITIONS
	R4-11-101. Definitions



	1. “Analgesia” means a state of decreased sensibility to pain produced by using nitrous oxide (N2...
	“Anxiolysis” means the reduction or elimination of anxiety.
	2. “Application” means, for purposes of Article 3 only, forms designated as applications and all ...
	3. “Calculus” means a hard mineralized deposit attached to the teeth.
	4. “Certificate holder” means a denturist who practices denture technology pursuant to A.R.S. Tit...
	5. “Clinical evaluation” means a dental examination of the patient named in a complaint regarding...
	6. “Closed subgingival curettage” means the removal of the inner surface of the soft tissue wall ...
	“Combination inhalation and enteral conscious sedation” is conscious sedation induced by the admi...
	7. “Conscious sedation” means the use of pharmacologic or non-pharmacologic methods, or a combina...
	8. “Controlled substance” has the meaning prescribed in A.R.S. § 36-2501(A)(3).
	9. “Credit hour” means one clock hour of participation in a recognized continuing dental educatio...
	10. “Deep sedation” has the same meaning as “semi-conscious sedation”.
	11. “Dental laboratory technician” or “dental technician” has the meaning prescribed in A.R.S. § ...
	12. “Designee” means a person to whom the Board has delegated authority to act on the Board’s beh...
	13. “Direct supervision” means, for purposes of Article 7 only, that a licensed dentist is presen...
	14. “Direct supervision” means, for purposes of Article 13 only, that a licensed dentist is physi...
	15. “Dispense for profit” means selling a drug or device for any amount above the administrative ...
	16. “Documentation of attendance” means a document which that contains the following information:
	“Enteral” means an administration technique in which a drug or non-drug substance is absorbed thr...
	17. “Epithelial attachment” means the layer of cells that extends apically from the depth of the ...
	18. “Ex-parte communication” means any a written or oral communication between the a decision mak...
	19. “Fully retired” means a dentist, dental hygienist, or denturist is at least 65 years old and ...
	20. “General anesthesia” means the use of any drug, element, or any other material which results ...
	21. “General supervision” means, for purposes of Article 7 only, the a licensed dentist is availa...
	22. “Homebound patient” means a person who is unable to receive dental care in the a dental offic...
	23. “Informal interview” means the a proceeding conducted under A.R.S. § 32-1263.02, during which...
	24. “Intravenous or intramuscular sedation” means is the parenteral use of any a drug, element, o...
	25. “Investigative interview” means a proceeding conducted under A.R.S. § 32-1263.02, during whic...
	26. “Irreversible procedure” means a single treatment, or a step in a series of treatments, which...
	27. “Jurisdiction” means the Board’s power to investigate and rule on complaints which that alleg...
	28. “Lay person” means a person who is not a dentist, dental hygienist, dental assistant, denturi...
	29. “Licensee” means a dentist, dental hygienist, or person who holds a restricted permit pursuan...
	30. “Local anesthesia” means is the elimination of sensations, such as pain, in one part of the b...
	31. “Nitrous oxide analgesia” means the use of nitrous oxide N2O/O2 (N2O/O2) used as an inhalatio...
	32. “Nonsurgical periodontal treatment” means plaque removal, plaque control, supragingival and s...
	33. “Nurse anesthetist” means a licensed nurse with special training in all phases of anesthesia.
	“Outpatient” means an individual who receives treatment in a dental office or clinic.
	34. “Oral or rectal conscious sedation” means the oral or rectal use of any is conscious sedation...
	35. “Periodontal examination and assessment” means to collect and correlate clinical signs and pa...
	36. “Periodontal pocket” means a pathologic fissure bordered on one side by the tooth and on the ...
	37. “Permanently disabled” means a dentist, dental hygienist, or denturist has totally withdrawn ...
	38. “Plaque” means a film-like sticky substance composed of mucoidal secretions containing bacter...
	39. “Prescription-only device” means:
	40. “Prescription-only drug” means:
	41. “President’s designee” means the Board’s executive director, an investigator, or another a Bo...
	42. “Preventative and therapeutic agents” means substances used in relation to dental hygiene pro...
	43. “Prophylaxis” means a scaling and polishing procedure performed on patients with healthy tiss...
	44. “Recognized continuing dental education” means a program whose content directly relates to th...
	45. “Representative” means, for purposes of Article 15 only, a person recognized by the Board as ...
	46. “Restricted permit holder” means a dentist who meets the requirements of A.R.S. § 32-1237 and...
	47. “Root planing” means a definitive treatment procedure designed to remove cementum or surface ...
	48. “Scaling” means use of instruments on the crown and root surfaces of the teeth to remove plaq...
	49. “Section 1301 permit” means a permit to administer general anesthesia and semi-conscious seda...
	50. “Section 1302 permit” means a permit to administer conscious sedation, pursuant to under Arti...
	“Section 1303 permit” means a permit to administer oral conscious sedation under Article 13.
	51. “Semi-conscious sedation” means use of pharmacologic or non-pharmacologic methods, or a combi...
	52. “Specialist” means, for purposes of Article 15 only, a licensee whose practice is limited to ...
	53. “Study Club club” means a group of at least five Arizona licensed dentists, dental hygienists...
	54. “Treatment records” means all documentation related directly or indirectly to the dental trea...
	ARTICLE 13. GENERAL ANESTHESIA AND SEDATION
	R4-11-1301. General Anesthesia and Semi-conscious Sedation


	1. Apply to the Board on the prescribed Submit a completed application on a form available from s...
	2. Produce evidence that the dentist On forms provided by the Board, provide a dated and signed a...
	c.3. Holds Hold a valid license to practice dentistry in Arizona this state;
	d.4. Maintains Maintain a current permit to prescribe and administer controlled substances in Ari...
	e.5. Has passed a course approved by Hold a current certificate from the American Heart Associati...
	3.6. Meets Meet one or more of the following conditions:
	1. The onsite evaluation team shall be consist of two dentists who are Board members, or Board de...
	2. The onsite evaluation of a subsequent facility in which general anesthesia or semi-conscious s...
	1. The record shall Shall include the following entries:
	2. The record may May include the following entries:
	R4-11-1302. Conscious Sedation

	1. Apply to the Board on the prescribed Submit a completed application on a form available from s...
	2. Produce evidence that the dentist On forms provided by the Board, provide a dated and signed a...
	c.3. Holds Hold a valid license to practice dentistry in Arizona this state;
	d.4. Maintains Maintain a current permit to prescribe and administer controlled substances in Ari...
	e.5. Has passed a course approved by Hold a current certificate from the American Heart Associati...
	f.6. Has participated Participate in 60 clock hours of Board-approved undergraduate, graduate, or...
	1. The onsite evaluation team shall be consist of two dentists who are Board members, or Board de...
	2. The onsite evaluation of a subsequent facility in which conscious sedation is administered by ...
	1. The record shall Shall include the following entries:
	2. The record may May include the following entries:
	R-4-11-1303. Oral Conscious Sedation

	1. A dentist who possesses a Section 1301 or Section 1302 permit may also induce oral conscious s...
	2. The administration of an anti-anxiety drug is not combination inhalation-enteral conscious sed...
	1. Submit a completed application on a form supplied by the Board office that, in addition to the...
	2. On forms provided by the Board, provide a dated and signed affidavit, that a facility where th...
	3. Hold a valid license to practice dentistry in this state;
	4. Maintain a current permit to prescribe and administer controlled substances in this state issu...
	5. Hold a current certificate in basic cardiopulmonary resuscitation (CPR); and
	6. Meet one or both of the following:
	1. The onsite evaluation team shall consist of two dentists who are Board members, or Board desig...
	2. The evaluation of a subsequent facility in which oral conscious sedation is administered by a ...
	1. Includes the following entries:
	2. May include the following entries:
	1. Apply for a Section 1303 permit on or before May 1, 2004;
	2. Comply with subsections (B(1) through (B)(5); and
	3. Provide the Board with the following:
	R4-23-1303. R4-11-1304. Reports of Adverse Occurrences
	R4-11-1304. R4-11-1305. Education

	1. The program shall include instruction in the following subject areas:
	2. The program shall consist of didactic and clinical training. The didactic component of the pro...
	3. The dentist program shall complete provide at least one calendar year of training as prescribe...
	1. participate Participate in 12 clock hours of continuing education every three years. The educa...
	2. In addition to these 12 hours, the dentist shall pass a course approved by Hold a current cert...
	1. Participate in six clock hours of continuing education every three years in one or more of the...
	2. Hold a current certificate in basic cardiopulmonary resuscitation (CPR).
	R4-11-1305. R4-11-1306. Renewal of Permit

	1. provide Provide written documentation of compliance with the applicable continuing education r...
	2. by submitting the Before December 31 of the year the permit expires, submit a completed applic...
	3. Not less than 90 days before the expiration of a dentist’s current permit, the dentist shall a...

